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tentatively denied a request for con-
fidentiality or may submit, within 60 
days from the date of receipt of the 
written notice of the tentative denial, 
additional relevant information and ar-
guments and request that the agency 
reconsider its decision in light of both 
the additional material and the infor-
mation that it originally submitted. 

(f) If the petitioner submits new data 
in response to FDA’s tentative denial 
of trade secret status, the agency will 
consider that material together with 
the information that was submitted 
initially before making its final deter-
mination. 

(g) A final determination that an in-
gredient is not a trade secret within 
the meaning of § 20.61 of this chapter 
constitutes final agency action that is 
subject to judicial review under 5 
U.S.C. Chapter 7. If suit is brought 
within 30 calendar days after such a de-
termination, FDA will not disclose the 
records involved or require that the 
disputed ingredient or ingredients be 
disclosed in labeling until the matter 
is finally determined in the courts. If 
suit is not brought within 30 calendar 
days after a final determination that 
an ingredient is not a trade secret 
within the meaning of 21 CFR 20.61, and 
the petitioner does not withdraw the 
records for which a request for con-
fidentiality has been denied, the 
records involved will be made a part of 
FDA files and will be available for pub-
lic disclosure upon request. 

[51 FR 11444, Apr. 3, 1986, as amended at 57 
FR 3130, Jan. 28, 1992; 68 FR 25288, May 12, 
2003] 

§ 720.9 Misbranding by reference to fil-
ing or to statement number. 

The filing of Form FDA 2512 or as-
signment of a number to the statement 
does not in any way denote approval by 
the Food and Drug Administration of 
the firm or the product. Any represen-
tation in labeling or advertising that 
creates an impression of official ap-
proval because of such filing or such 
number will be considered misleading. 

[57 FR 3130, Jan. 28, 1992] 

PART 740—COSMETIC PRODUCT 
WARNING STATEMENTS 

Subpart A—General 

Sec. 
740.1 Establishment of warning statements. 
740.2 Conspicuousness of warning state-

ments. 

Subpart B—Warning Statements 

740.10 Labeling of cosmetic products for 
which adequate substantiation of safety 
has not been obtained. 

740.11 Cosmetics in self-pressurized con-
tainers. 

740.12 Feminine deodorant sprays. 
740.17 Foaming detergent bath products. 
740.18 Coal tar hair dyes posing a risk of 

cancer. 
740.19 Suntanning preparations. 

AUTHORITY: 21 U.S.C. 321, 331, 352, 355, 361, 
362, 371, 374. 

Subpart A—General 
§ 740.1 Establishment of warning state-

ments. 
(a) The label of a cosmetic product 

shall bear a warning statement when-
ever necessary or appropriate to pre-
vent a health hazard that may be asso-
ciated with the product. 

(b) The Commissioner of Food and 
Drugs, either on his own initiative or 
on behalf of any interested person who 
has submitted a petition, may publish 
a proposal to establish or amend, under 
subpart B of this part, a regulation pre-
scribing a warning for a cosmetic. Any 
such petition shall include an adequate 
factual basis to support the petition, 
shall be in the form set forth in part 10 
of this chapter, and will be published 
for comment if it contains reasonable 
grounds for the proposed regulation. 

[40 FR 8917, Mar. 3, 1975, as amended at 42 FR 
15676, Mar. 22, 1977] 

§ 740.2 Conspicuousness of warning 
statements. 

(a) A warning statement shall appear 
on the label prominently and conspicu-
ously as compared to other words, 
statements, designs, or devices and in 
bold type on contrasting background to 
render it likely to be read and under-
stood by the ordinary individual under 
customary conditions of purchase and 
use, but in no case may the letters and/ 
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or numbers be less than 1⁄16 inch in 
height, unless an exemption pursuant 
to paragraph (b) of this section is es-
tablished. 

(b) If the label of any cosmetic pack-
age is too small to accommodate the 
information as required by this sec-
tion, the Commissioner may establish 
by regulation an acceptable alternative 
method, e.g., type size smaller than 1⁄16 
inch in height. A petition requesting 
such a regulation, as an amendment to 
this section, shall be submitted to the 
Division of Dockets Management in the 
form established in part 10 of this chap-
ter. 

[40 FR 8917, Mar. 3, 1975, as amended at 42 FR 
15676, Mar. 22, 1977; 69 FR 13717, Mar. 24, 2004] 

Subpart B—Warning Statements 

§ 740.10 Labeling of cosmetic products 
for which adequate substantiation 
of safety has not been obtained. 

(a) Each ingredient used in a cos-
metic product and each finished cos-
metic product shall be adequately sub-
stantiated for safety prior to mar-
keting. Any such ingredient or product 
whose safety is not adequately sub-
stantiated prior to marketing is mis-
branded unless it contains the fol-
lowing conspicuous statement on the 
principal display panel: 

Warning—The safety of this product has 
not been determined. 

(b) An ingredient or product having a 
history of use in or as a cosmetic may 
at any time have its safety brought 
into question by new information that 
in itself is not conclusive. The warning 
required by paragraph (a) of this sec-
tion is not required for such an ingre-
dient or product if: 

(1) The safety of the ingredient or 
product had been adequately substan-
tiated prior to development of the new 
information; 

(2) The new information does not 
demonstrate a hazard to human health; 
and 

(3) Adequate studies are being con-
ducted to determine expeditiously the 
safety of the ingredient or product. 

(c) Paragraph (b) of this section does 
not constitute an exemption to the 
adulteration provisions of the Act or to 

any other requirement in the Act or 
this chapter. 

[40 FR 8917, Mar. 3, 1975] 

§ 740.11 Cosmetics in self-pressurized 
containers. 

(a)(1) The label of a cosmetic pack-
aged in a self-pressurized container and 
intended to be expelled from the pack-
age under pressure shall bear the fol-
lowing warning: 

Warning—Avoid spraying in eyes. Contents 
under pressure. Do not puncture or incin-
erate. Do not store at temperature above 120° 
F. Keep out of reach of children. 

(2) In the case of products intended 
for use by children, the phrase ‘‘except 
under adult supervision’’ may be added 
at the end of the last sentence in the 
warning required by paragraph (a)(1) of 
this section. 

(3) In the case of products packaged 
in glass containers, the word ‘‘break’’ 
may be substituted for the word 
‘‘puncture’’ in the warning required by 
paragraph (a)(1) of this section. 

(4) The words ‘‘Avoid spraying in 
eyes’’ may be deleted from the warning 
required by paragraph (a)(1) of this sec-
tion in the case of a product not ex-
pelled as a spray. 

(b)(1) In addition to the warning re-
quired by paragraph (a)(1) of this sec-
tion, the label of a cosmetic packaged 
in a self-pressurized container in which 
the propellant consists in whole or in 
part of a halocarbon or a hydrocarbon 
shall bear the following warning: 

Warning—Use only as directed. Intentional 
misuse by deliberately concentrating and in-
haling the contents can be harmful or fatal. 

(2) The warning required by para-
graph (b)(1) of this section is not re-
quired for the following products: 

(i) Products expelled in the form of a 
foam or cream, which contain less than 
10 percent propellant in the container. 

(ii) Products in a container with a 
physical barrier that prevents escape of 
the propellant at the time of use. 

(iii) Products of a net quantity of 
contents of less than 2 ozs. that are de-
signed to release a measured amount of 
product with each valve actuation. 

(iv) Products of a net quantity of 
contents of less than 1⁄2 oz. 

(c) Labeling requirements for cos-
metics packaged in a self- pressurized 
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